AEKJIAPAIIUST O COOTBETCTBUH

JEKJIAPAHT, MPUHUMAJOIUUH AEKJIAPAIIMIO O COOTBETCTBUU

AO "ThaxcoCmumKnsiin Tpetiounz"

Ceedenun o pezucmpayuu opearnuzayuy: Mexcpationnas uncnexyus OedepanrbHoti Har0208ol cayoicut Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OIPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, kopnye 4, amaxc 3, nom. XV, xovnama 1.
Tenechon:8(495)777-89-00.

B nuye. I'enepanvnorii dupexmop Jybauckuil Onez

Hoaepennoe nuro: Kysueyos A.A., dogepennocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJUIET, YTO
Kekapemeennoe cpedemeo: Jyodapm, kancynvi ¢ Moduguyuposannvim aviceobocoenes 0.5 m2+0.4 a2 30

wnt., ghraxonst (1), nauku kapmonwnwvie, PY No JIII-002650 om 08.10.2014 (dama savens 14.11.201 7) evidano
340 "ThaxcoCuumKnniin Tpeiidunz", cepusn 348667 1A, napmus 28000 ynaxosok, z0den do 30.11.2020,
npouseodemea Kamanenm I'epyanu Lllopudopdp I'm6X, Tepyanus, Catalent Germany Schormdorf GmbH,
Steinbeisstr:. 1 und 2, 73614 Schorndorf, Germany xod OKII[]2 21.20.10.174, ko0 TH B3JI 3004900002,
Huempubsromop. coznawenue 6/n om 01.01.2013, uncoiic Ne 4083193626 om 24.12.2018

COOTBETCTBYET TPEBOBAHUSIM
JIII-002650-141117

JEKJIAPAITUSI ITPUHSITA HA OCHOBAHUU
npomoron ucnvimanui Ne 197x om 18.01.2019 HIT OO0 HI] "®APMOBOPOHA", ammecmanm axxpedumayuu
POCC RU.0001.21®DJI40, Cepmudpuxam POCC DE.®M08.C31836 om 21.01.2019

| JLATA IPHHSATHSE ,E{EKJiAPA{{MM 21.01.2019

:‘!/x// i\3§$i;.,

Kyzneuos A.A.

Qo,m%:b D.HU.0

CBE,ZI]?](};HSI O PETUNCTPALIUA

OPI'AH ITO CEPTUD®UKAINH, 3APETUCTPUPOBABIIIUN JEKJIAPAIIAIO

RA.RU. 11 OMO8 OPTAH IO CEPTHOHKALIHH ITPOOVKIHH OBLI[ECTBO C OT'PAHHYEHHOMH

OTBETCTBEHHOCTHIO "OKPY)XHOH IIEHTP KOHTPOJIS KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockaa, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmuchurayuu: 115280, POCCHA, 20pod Mocxea, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ge6-

caiim: oyxkx.pep.

,L{EKJIAPAI_II/I}I O COOTBETCTBHH 3APETHCTPUPOBAHA A2 POCC RU JI-DE.®M08.A.13100/19
Sy

ueHTp Kortpons |- E ' Junenxo U.B.

. &N ‘}?ﬁﬁ??g» { Pykosonurens OC




Catalent

Batch Certificate
Release for Market

Production Site:
Steinbeisstr.1-2

Catalent Germany Schorndorf GmbH

73614 Schorndorf - Germany

Manufacturing DE BW 01 MIA 2017 1065

Authorisation No.:

Product (Name / dosage form):

Duodart 0,5mg / 0,4mg capsules

Customer:;

Glaxo Smith Kline

Item No. (Customer/Catalent): P220330803 IPC0330803CATALENT,CHAO4
Importing Country: Russia
Marketing authorisation No.: LP-002650

Package size (contents/type of container):

Finished package of 30 hard capsules

Packaging:

Batch No. Packaging (Customer/Catalent): 3486671A 3482123
Expiry Date (Finished pack): 11/2020

Yield (Packaging): 100.0 %

Packaging date: 04.12.2018 - 04.12.2018

Master batch record version: 3

Manufacturing:

Batch No. Bulk (Customer/Catalent): 3486671 l3486671
Manufacturing date: 21.11.2018

Yield (Bulk): 97.3 %

Identity name / amount API per unit dose:

Dutasteride 0,5mg; Tamsulosin HCI 0,4mg

Batch size (Bulk):

2773925 capsules

Master batch record version:

12

Order Details:

Quantity delivered (excl. samples):

28000 finished packages

Yield (commercial): partial delivery
Order No. (Customer/Catalent): 548779 [36282
Customer Samples: n.a. '

Quality Control (COA attached):

Release Testing performed by Catalent

Remarks:

Tamsulosin HCI Pellets Batch No.Customer 1801169

Deviations:

no

the destination country/countries.

I hereby certify that all the ménufacturing stages of this batch of finished product have been carried out In full
compliance with current / EU GMP requirements and with the requirements of the Marketing Authorisation(s) of

Name of Qualified Person, Date

Signature of Qualified Person

14, DEZ. 2018

Batch Certificate for Market Release
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Catalent Pharma Solutions
Catalent Germany Schoradorf GmbH

Cata Ie nt Steinbeisstraie 1-2, Schorndarf, Germany 73614
* T +49 (0} 7181-7060-0 | F +49 (0) 7181-7000-100

www. catalent.com

Certificate of Analysis - 100020681

Duodart Finished Pack

Customer: Glaxo Smith Kline
Customer Lot: 3486671A
Internal Lot: 3482123
Internal Bulk-Lot: 3486671
Item Number: PCD330803CATALENT,CHAO4
Order: 36282
Manufacturing date: 21-NOV-2018
Expiry date: 30-NOV-2020
Date of Analysis: 06-DEZ-2018
Test Instruction: PA 465 / 505
Specification: PA465-DUTAM-EU{MAA) G 4
Test Specification Result
General
Appearance oblong Hard-shell capsule; orange cap complies -
imprinted with black GS 7CZ and brown
body
Identity Dutasteride (HPLC) Retention time must comply with reference complies -
Identity Tamsulosin (HPLC) Retention time must comply with reference complies -
Assay
Dutasteride (HPLC) 0.475 - 0.525 mg 0.503 mg
Dutasteride (HPLC) 95.0 - 105.0 % 100.5 %
Tamsulosin (HPLC) 0.380 - 0.420 mg 0.402 mg
Tamsulosin (HPLC) 95.0 - 105.0 % 100.6 %
Uniformity of dosage units
Tamsulosin-HCL (HPLC) complies with USP<905> and complies -
Ph.Eur.2.9.40
AV <= 15.0 7.0 -
Dissolution Dutasteride
Vessel 1 complies with USP<711> and Ph.Eur.2.9.3 95 %
with Q = 80%
Vessel 2 95 %
Vessel 3 96 %
Vessel 4 101 %
Vessel 5 S8 %
Vessel 6 98 %
Mean value 97 %
Dissolution Tamsulosin 2h
Vessel 1 complies with USP<711> and Ph.Fur.2.9.3 1 %
with <= 10 %
Vessel 2 1 %
Vessel 3 2 %
Vessel 4 2 %
Vessel 5 2 %
Vessel 6 1 %
Mean value 2 %
Dissolution Tamsulosin 3h
Vessel 1 40 - 68 % 61 %
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Catalent.

Test

Dissolution Tamsulosin 3h
Vessel 2

Vessel 3
Vessel 4
Vessel 5
Vessel 6
Mean value

Dissolution Tamsulosin 7h
Vessel 1

Vessel 2
Vessel 3
Vessel 4
Vessel 5
Vessel 6
Mean value

The bulk-batch meets the specification and has been signed on 06.12.18 by Alexander Agne electronically.

Duodart Finished Pack

Specification

>= 80%

Catalent Pharma Solutions

Catalent Germany Schorndorf GmbH
Steinbeisstrafie 1-2, Schorndort, Germany 73614
T +43 (0) 7181-7000-0 | F +49 (0) 7181-7000-100

www.catalent.com

Certificate of Analysis - 100020681

Result
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The batch conforms to the specification and was signed electronically by Alexander Agne on 06.12.18.

Certificate of Analysis / 100020681 / 06.12.18
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